TCT-279: Baseline Clinical and Angiographic Characteristics of the Patient Related Outcomes WiTh Endeavor Versus Cypher STenting (PROTECT) Trial  by unknown
3
2
6
7
(
5
:('1(6'$<6(37(0%(530±30
% -$&&9RO6XSSO% _ 6HSWHPEHU _ 7&7$EVWUDFWV3267(5'UXJ(OXWLQJDQG%DUH0HWDO6WHQWV
KWWSFRQWHQWRQOLQHMDFFRUJFRQWHQWYROB0HHWLQJ$EVWUDFWV
&RQFOXVLRQ7KHUHVXOWVIRUPUDQGRPL]HGWULDOVLQSDWLHQWVGHPRQVWUDWHVXSHULRUVDIHW\DQG
HI¿FDF\ZLWKWKH((6FRPSDUHGZLWKWKH3(67KHXVHRI((6UHVXOWHGLQVLJQL¿FDQWO\UHGXFHGUDWHV
RI0,7/5DQGVWHQWWKURPERVLVDWRQH\HDUIROORZXS/RQJHUWHUPUHVXOWVDUHQHHGHGWRGHWHUPLQHLI
WKHREVHUYHGEHQH¿WVZLWK((6DUHVXVWDLQHGRUIXUWKHULQFUHDVHG
7&7
7UHDWPHQW2I/RQJ/HVLRQ:LWK2YHUODSSLQJ'UXJHOXWLQJ6WHQWV&RPSDUDWLYH$QDO\VLV
%HWZHHQ)LUVW$QG6HFRQG*HQHUDWLRQ6WHQWV
/HDQGUR,JQDFLR/DVDYH)HUQDQGR.R]DN$QLEDO'DPRQWH0D[LPLOLDQR5RVVL0DUFHOR
*DPHQ1LFRODV&KLFKL]ROD(GXDUGR3LFDEHD
,QVWLWXWR&DUGLRYDVFXODUGH5RVDULR5RVDULR$UJHQWLQD
,QWURGXFWLRQ,WKDVEHHQGHPRQVWUDWHGWKDWLQORQJFRPSOH[OHVLRQV!PPWKHWUHDWPHQWZLWKRI
RUPRUHRYHUODSSHGGUXJHOXWLQJVWHQWV'(6DUHHIIHFWLYHLQUHGXFLQJQHRLQWLPDOK\SHUSODVLDDQG
KDYHORZHUUHVWHQRVLVFRPSDUHGWREDUHPHWDOVWHQWV5HFHQWO\DVHFRQGJHQHUDWLRQRI'(6VKRZHG
EHWWHUFOLQLFDOUHVXOWVWKDQ¿UVWJHQHUDWLRQ+RZHYHUWKHUHDUHDODFNRIGDWDUHJDUGLQJWKHWUHDWPHQWRI
WKLVNLQGRIOHVLRQVXVLQJWKHVWYHUVXVQGJHQHUDWLRQ'(6
2EMHFWLYH7RFRPSDUHWKHHI¿FDF\DQGVDIHW\EHWZHHQWKHVW&\SKHUDQG7D[XVDQGQGJHQHUDWLRQ
RI'(6;LHQFHDQG3URPXVLQWKHWUHDWPHQWRIORQJOHVLRQVXVLQJRUPRUHVWHQWV
0HWKRGVFRQVHFXWLYHSDWLHQWVSWZLWKORQJOHVLRQVZHUHWUHDWHGZLWKRUPRUHRYHUODSSHG'(6
IURP-DQXDU\WR
$FFRUGLQJWR'(6XVHGJURXSVZHUHSHUIRUPHG)LUVW)*'(6DQG6HFRQGJHQHUDWLRQ6*'(6
,QKRVSLWDODQGIROORZXS)8UHVXOWVZHUHHYDOXDWHGDV'HDWK0LRFDUGLDOLQIDUFWLRQ0,FOLQLFDO
WDUJHWOHVLRQUHYDVFXODUL]DWLRQ7/5DQGVWHQWWKURPERVLV0RUHRYHUDFRPELQHGHQGSRLQWRIWKRVH
0$&(ZHUHUHFRUGHG6XUYLYDOFXUYHVZHUHFRQVWUXFWHGE\WKH.DSODQ0HLHUPHWKRGDQG0$&(
IUHHVXUYLYDODPRQJJURXSVZDVFRPSDUHGXVLQJWKHORJUDQNWHVW
5HVXOWV$WRWDORISWZHUHDQDO\]HG2IWKRVHSWXQGHUZHQW)*'(6VWHQWLQJDQG
ZHUHWUHDWHGZLWK6*'(6
7KHEDVHOLQHFKDUDFWHULVWLFVZHUHVLPLODULQERWKJURXSV7KHPHDQDJHZDV\HDUVZHUH
GLDEHWLFVDQGZHUHPDOH/$'ZDV WKH WDUJHWYHVVHO LQ7KHPHDQVWHQWLQJ OHQJKWZDV
PPLQ)*'(6DQGPPLQ6*'(6JURXSS 
7KHUHZHUHQR LQKRVSLWDO GHDWKQRU VWHQW WKURPERVLV7KH ORVWRI DW OHDVW D EUDQFKRI WKH VWHQWHG
VHJPHQWZDVREVHUYHGLQYVS LQ)*DQG6*JURXSV7KHUDWHRILQKRVSLWDO0,
&3.!WLPHVZDVDQGUHVSHFWLYHO\S 
7KHPHDQFOLQLFDO)8ZDVDQGZDVSHUIRUPHGLQRISDWLHQWV
7KHUDWHRI0$&(ZDVLQ)*'(6JURXSDQGLQ6*'(6JURXSS 5DWHRI7/5
ZDVDQGLQERWKJURXSVUHVSHFWLYHO\S 2QHSWGLHGLQ)*'(6JURXSDQG
WKHUDWHRIVWHQWWKURPERVLVZDVVLPLODU)*DQG6*
7KH.DSODQ0HLHUFXUYHVKRZHGD0$&(IUHHVXUYLYDORILQ)*'(6YVLQ6*'(6JURXS
ORJUDQNWHVWS 
&RQFOXVLRQ ,Q SDWLHQWVZLWK ORQJ FRPSOH[ OHVLRQHV WUHDWHGZLWK  RUPRUH RYHUODSSHG'(6 WKH
FRPSDULVRQ EHWZHHQ ¿UVW &\SKHU DQG 7D[XV DQG VHFRQG'(6 JHQHUDWLRQ ;LHQFH DQG 3URPXV
VKRZHGVLPLODUHI¿FDF\DQGVDIHW\UHVXOWVZLWKDORZUDWHRI7/5DQGVWHQWWKURPERVLVXSWRPRQWK
FOLQLFDO)8
7&7
&RURQDU\'UXJ(OXWLQJ6WHQW)UDFWXUH$0RGHUQ5HYLHZ
&KDG-$EXQDVVDU6DQWRVK3UDEKX
$EERWW9DVFXODU6DQWD&ODUD&$
%DFNJURXQG7REHWWHUXQGHUVWDQG WKH LQFLGHQFHDQGSDWLHQWELRORJLFDO UHVSRQVH WR'(6IUDFWXUH
GDWDIURPGHWDLOHGFDVHUHSRUWVSRROHGVWXGLHVFRPSRVLWHUHYLHZVDQG)'$0$8'(GDWDEDVHZHUH
LQYHVWLJDWHG7KLVUHVHDUFKSURYLGHVDFRPSUHKHQVLYHVXPPDU\RIWKHGRFXPHQWHGLQYLYRIDWLJXHDQG
IUDFWXUHEHKDYLRURI'(6LQWKHFRURQDU\YDVFXODWXUHDQGSURYLGHVLQVLJKWLQWRWKHSURJUHVVLRQIURP
VWHQWIUDFWXUHWRV\PSWRPGHYHORSPHQW
0HWKRGV$QH[WHQVLYHVHDUFKRIWKHFXUUHQW OLWHUDWXUHWKURXJK'HFRQ'(6IUDFWXUH
RFFXUUHQFH\LHOGHGSXEOLVKHGFDVHUHSRUWVOHVLRQVSRROHGVWXGLHVDQG'(6IUDFWXUHV
UHSRUWHGLQWKH0$8'(GDWDEDVH'DWDZHUHFROOHFWHGZLWKUHVSHFWWRWKHSDWLHQWOHVLRQVWHQWDQG
GHWHFWLRQPRGDOLW\DFURVVDOOUHSRUWV,QFRPELQLQJWKHVHGDWDDPHFKDQLVWLFPRGHOGHVFULELQJ'(6
IUDFWXUHRFFXUUHQFHDQGSURJUHVVLRQWRHYHQWXDOV\PSWRPH[SUHVVLRQZDVGHYHORSHG
5HVXOWV,QFDVHUHSRUWVDQG0$8'(GDWDDQGRI'(6IUDFWXUHVUHVSHFWLYHO\ZHUH
6LUROLPXV(OXWLQJ6WHQWV6(66XPPHGVWHQWOHQJWKPHDQYDOXHRIPP5&$/$'OHVLRQW\SH
ELDVDQGPDOHELDVZHUHVKRZQLQLQGLYLGXDOFDVHUHSRUWV3RROHGVWXGLHVSUHVHQWHGDZLGH
UDQJHRIIUDFWXUHRFFXUUHQFHUDWHVDQGUHVWHQRVLVUDWHVDWIUDFWXUHVLWHV
$FURVVDOOVRXUFHVFRPPRQULVNIDFWRUVUHSRUWHGZHUHDQJXODWHGOHVLRQVKLQJHSRLQWYHVVHOPRWLRQ
RYHUODSSLQJGHSOR\PHQWDQGORQJOHVLRQV
&RQFOXVLRQ 7KLV FRPSUHKHQVLYH UHYLHZ HPSKDVL]HV WKH SRWHQWLDO ULVN IDFWRUV FRQWULEXWLQJ WR
FRURQDU\'(6IUDFWXUHDQGGHVFULEHV WKHUHODWLRQVKLSRI IUDFWXUHRFFXUUHQFH WRDVVRFLDWHGFOLQLFDO
LPSOLFDWLRQV$PHFKDQLVWLFFRQVWUXFWZDVDVVHPEOHG WRFRPELQHSURFHGXUDOELRORJLFDODQGVWHQW
GHVLJQIDFWRUVWRXOWLPDWHO\GHVFULEHKRZQH[WJHQHUDWLRQ'(6SODWIRUPVFDQEHGHYHORSHGWRUHVLVW
IUDFWXUH
)LJXUH%LRORJLFDO3URFHGXUDODQG'HVLJQ)DFWRUV5HODWHGWR'(6)UDFWXUH
7&7
%DVHOLQH&OLQLFDODQG$QJLRJUDSKLF&KDUDFWHULVWLFVRIWKH3DWLHQW5HODWHG2XWFRPHV:L7K
(QGHDYRU9HUVXV&\SKHU67HQWLQJ3527(&77ULDO
(GXRDUGR&DPHQ]LQG3*DEULHO6WHJ.H\XU3DULNK9RONKDUG.XURZVNL5XQOLQ
*DR&KULVWRSKH%RGH-RKQ3*UHHQZRRG$QWKRQ\*HUVKOLFN(ULF%RHUVPD/DXUD
0DXUL:LOOLDP2¶1HLOO3DWULFN:6HUUX\V:LOOLDP:LMQVRQ%HKDOIRIWKH3527(&7
,QYHVWLJDWRUV
8QLYHUVLW\RI*HQHYD*HQHYD6ZLW]HUODQG*URXSH+RVSLWDOLHU%LFKDW&ODXGH%HUQDUG
3DULV)UDQFH7KH+HDUW&DUH&OLQLF$KPHGDEDG,QGLD8QLYHUVLWlWVNOLQLNXP6FKOHVZLJ
+ROVWHLQ&DPSXV/EHFN/EHFN*HUPDQ\%HLMLQJ)XZDL+RVSLWDO%HLMLQJ&HQWUDO$IULFDQ
5HSXEOLF8QLYHUVLWlWVNOLQLNXP)UHLEXUJ)UHLEXUJ*HUPDQ\<RUNVKLUH+HDUW&HQWUH/HHGV
8QLWHG.LQJGRP*OHQ¿HOG+RVSLWDO/HLFHVWHU8QLWHG.LQJGRP(UDVPXV0&5RWWHUGDP
1HWKHUODQGV%ULJKDPDQG:RPHQ¶V+RVSLWDODQG+DUYDUG0HGLFDO6FKRRO%RVWRQ
0$8QLYHUVLW\RI0LDPL+RVSLWDO0LOOHU6FKRRORI0HGLFLQH0LDPL)/(UDVPXV0&
5RWWHUGDP1HWKHUODQGV&DUGLRYDVFXODU&HQWHU$DOVW$DOVW%HOJLXP
%DFNJURXQG 'UXJHOXWLQJ VWHQWV KDYH GUDPDWLFDOO\ UHGXFHG FOLQLFDO DQG DQJLRJUDSKLF RXWFRPHV
FRPSDUHG ZLWK EDUHPHWDO VWHQWV \HW FRQFHUQV UHJDUGLQJ ODWH VDIHW\ RXWFRPHV KDYH HPHUJHG
3527(&7LVDUDQGRPL]HGRSHQODEHOPXOWLFHQWHUPXOWLQDWLRQDOVXSHULRULW\WULDOFRPSDULQJWKH
ORQJWHUPVDIHW\RIWKH(QGHDYRU]RWDUROLPXVHOXWLQJVWHQW0HGWURQLF&DUGLR9DVFXODU6DQWD5RVD
&$ DQG WKH &\SKHU VLUROLPXVHOXWLQJ VWHQW &RUGLV &RUSRUDWLRQ %ULGJHZDWHU 1- 7KH SULPDU\
HQGSRLQWLVWKHFRPSRVLWHUDWHRI$5&GH¿QHGGH¿QLWHDQGSUREDEOHVWHQWWKURPERVLVDW\HDUV7KH
PDLQVHFRQGDU\HQGSRLQWVLQFOXGHFRPELQDWLRQVRIGHDWKDQGP\RFDUGLDOLQIDUFWLRQ0,DW\HDUV
WRWDOGHDWKDQGODUJHQRQIDWDO0,WRWDOGHDWKDQGQRQIDWDO0,FDUGLDFGHDWKDQGODUJHQRQIDWDO0,
DQGFDUGLDFGHDWKDQGQRQIDWDO0,3527(&7LVWKHODUJHVWSURVSHFWLYHUDQGRPL]HGWULDOWRGDWHWR
FRPSDUHFOLQLFDORXWFRPHVEHWZHHQWZRGUXJHOXWLQJVWHQW'(6W\SHV7KHFXUUHQWDLPLVWRSUHVHQW
WKHDJJUHJDWHGEDVHOLQHFOLQLFDODQGSURFHGXUDOFKDUDFWHULVWLFV
0HWKRGV3DWLHQWVQ ZLWKVLOHQWRUV\PSWRPDWLFLVFKHPLFFDUGLRSDWK\VWDEOHRU$&6LQFOXGLQJ
67(0,HOLJLEOH IRUVWHQW LPSODQWDWLRQZHUHUDQGRPL]HGEHWZHHQ0D\DQG'HFHPEHU
7KHPDLQVWXG\VSHFL¿FH[FOXVLRQFULWHULDZHUHLPSODQWDWLRQRIDEDUHPHWDOVWHQWLQWKHSUHFHGLQJ
\HDUSUHYLRXV'(6LPSODQWDWLRQRUEUDFK\WKHUDS\SDWLHQWVRQRUDODQWLFRDJXODWLRQWKHUDS\SODQQHG
HOHFWLYHVXUJHU\QHFHVVLWDWLQJLQWHUUXSWLRQRIGXDODQWLSODWHOHWWKHUDS\OLIHH[SHFWDQF\\HDUV
5HVXOWV%DVHOLQHFKDUDFWHULVWLFVRIWKLVODUJHUDQGRPL]HGSDWLHQWSRSXODWLRQVKRZPHDQDJH
\HDUVPDOHGLDEHWHVPHOOLWXVDQGPHDQQXPEHURIOHVLRQVWUHDWHG)XUWKHUFOLQLFDO
DQJLRJUDSKLFSURFHGXUDOGDWDDVZHOODVFRQFRPLWDQWWUHDWPHQWVZLOOEHSUHVHQWHG
&RQFOXVLRQV7KH3527(&7GDWDEDVHZLOOVKRZWKHFOLQLFDODQGOHVLRQFKDUDFWHULVWLFVRISDWLHQWV
HQUROOHG LQ D JOREDO UDQGRPL]HG WULDOZLWK EURDG LQFOXVLRQ FULWHULD UHÀHFWLQJ D SDWLHQW SRSXODWLRQ
UHSUHVHQWDWLYHRIURXWLQHSUDFWLFH
7&7
3HUFXWDQHRXV&RURQDU\,QWHUYHQWLRQZLWK'UXJ(OXWLQJ6WHQWLQ3DWLHQWVZLWK6WDEOH
&RURQDU\$UWHU\'LVHDVH/DWH&OLQLFDO)ROORZ8SWR<HDUVLQD/DUJH&RKRUWRI3DWLHQWV
IURPWKH5HDO:RUOG5HDO
6HUJLR&7DYDUHV),OKR$PDQGD*056RXVD5LFDUGR$&RVWD$PDQGD0RUHLUD-
5LEDPDU&RVWD-U*DOR0DOGRQDGR0DQRHO&DQR$OH[DQGUH$EL]DLG/XL]$OEHUWR3
0DWWRV)DXVWR)HUHV-(GXDUGR6RXVD
,QVWLWXWR'DQWH3D]]DQHVHGH&DUGLRORJLD6mR3DXOR%UD]LO+RVSLWDOGR&RUDomR6mR3DXOR
%UD]LO
%DFNJURXQG 3HUFXWDQHRXV FRURQDU\ LQWHUYHQWLRQ 3&, LQ SDWLHQWV ZLWK VWDEOH FRURQDU\ DUWHU\
GLVHDVH6&$'UHPDLQVFRQWURYHUVLDO,QWKHUDQGRPL]HG&285$*(WULDORSWLPDOPHGLFDOWKHUDS\
207 YHUVXV EDUHPHWDO VWHQWV207 DV LQLWLDO VWUDWHJ\ LQ WKLVSRSXODWLRQ GHPRQVWUDWHG VLPLODU
FOLQLFDORXWFRPHVLQWKHORQJWHUPIROORZXS)8!\UVLQFOXGLQJWDUJHWOHVLRQUHYDVFXODUL]DWLRQ
7/5 UDWHVEHWZHHQFKHFDU:HUHSRUWHG WKH ODWH UHVXOWVRISDWLHQWVZLWK6&$'VWDEOH
DQJLQDRUVLOHQWLVFKHPLDWUHDWHGZLWKGUXJHOXWLQJVWHQWV'(6LQWKHUHDOZRUOG
0HWKRGV,Q'(6,5(UHJLVWU\SWVZLWK6&$'ZHUHFRQVHFXWLYHO\HQUROOHGLQDVLQJOHFHQWHU
IURP0DU0$5)8ZDVSHUIRUPHGDWDQGPRQWKVDQGDQQXDOO\XSWR\UVPHGLDQ
\HDUV
5HVXOWV0HDQDJHZDV\HDUVZHUHPHQKDGK\SHUWHQVLRQGLDEHWHVSULRU
P\RFDUGLDOLQIDUFWLRQ0,DQGSUHYLRXVUHYDVFXODUL]DWLRQ7KH/$'ZDVWKHPRVWFRPPRQO\
WDUJHWYHVVHORIOHVLRQVKDGKLJKFRPSOH[LW\W\SH%&DQGVWHQWVZHUHLPSODQWHG
SHUSDWLHQWZLWKDQJLRJUDSKLFVXFFHVVUHVLGXDOVWHQRVLVZLWK7,0,ÀRZDFKLHYHGLQ%\
4&$PHDQUHIHUHQFHGLDPHWHUDQGOHVLRQOHQJWKZHUHPPDQGPPUHVSHFWLYHO\
$WLQKRVSLWDOFDUGLDFGHDWKZDV0,DQGRYHUDOO0$&(,QWKHODWHIROORZXS
WKHUHZDVFDUGLDFGHDWK0,DQGWDUJHWOHVLRQUHYDVFXODUL]DWLRQZLWKRYHUDOO0$&(
UDWHRIVWHQWWKURPERVLV$5&ZDV
&RQFOXVLRQV,QVXEDQDO\VLVSDWLHQWVIURPUHDOZRUOGZLWK6&$'WUHDWHGZLWK'(6VKRZHGH[FHOOHQW
FOLQLFDORXWFRPHVLQORQJWHUPIROORZXSWR\HDUVLQFOXGLQJ7/5UDWHRIDQGVXVWDLQHGVDIHW\
&RPSDUHGWRKLVWRULFDOGDWD WKHVH¿QGLQJVVWUHVV WKHSRWHQWLDOEHQH¿WVRI'(6LQWKLVSRSXODWLRQ
VXJJHVWLQJWKDW3&,ZLWK'(6FRXOGDVDIHDQGHIIHFWLYHDOWHUQDWLYHIRULQLWLDOWUHDWPHQWRI6&$'SWV
